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Reasons for Revised APHIS/CDC Form 1 

• Capture additional information 
required in the 2012 Final Rule 
– Examples:   new Tier 1 

requirements, new restricted 
experiment definition 

• Streamline amendment 
process 
 
 



When to use the revised APHIS/CDC Form 1? 
Days post publication of revised “current” APHIS/CDC Form 1 to 

www.selectagents.gov 

TYPE OF SUBMISSION 
 

Received  
0 – 29 days 

Received 
30 – 179 days  

Received  
on or after 
180 days(3) 

New application or 
amendment 

Current(1) or previous(2) Current Current 

Update to pending 
application or 
amendment 

Same version of Form 1 as 
original application, 

amendment, or renewal 
amendment 

Same version of Form 1 as 
original application, 

amendment, or renewal 
amendment 

Current 

(1)  Current = Form 1 with OMB expiration date of XX/XX/XXXX. 
(2)  Previous = Form 1 with OMB expiration date of 10/31/2014.   
(3) The Federal Select Agent Program will not support the previous Form 1 after 179 days post publication.  For any application or 

amendment on the previous Form 1 pending at 180 days post publication, the application, amendment, or renewal amendment 
will be required to resubmit on the current Form 1 . 
 

Note:  Renewal amendments consisting of a complete APHIS/CDC Form 1 may be submitted on the previous 
form until 89 days post publication. 
 

Note:  The previous version of Form 1 may not be used for any new amendment or renewal amendment once 
the current Form 1 has been used even if the timeline in the table would permit. 



Broad Overview of Revisions 
• Section 1:  

– A- Includes Responsible Official (RO)/ Alternate Responsible Official (ARO)/Owners/Controllers  
  information form security risk assessment (no longer on Section 4) 
– B- Previous Section 2 
– C- New entity abstract 

• Section 2:  RO attestations (initial and sign) 
• Section 3:  No laboratory or Principal Investigator (PI) information 
• Section 4:  Separated into A, B, C by role 

– Will not include all personnel 
– Section 1: RO/ARO/Owner/Controller, Section 7: PI 

• Section 5:  Entity-wide information  
– A- Entity-wide security and incident response 
– B- Biosafety 
– C- Inspector entry requirements 

• Section 6:  Suite/Room specific information (security and physical) 
• Section 7:  PI specific information; work specific  

attachments (toxin, animal, BSL3-Ag, etc.) 



Type of Information 

Entity-wide Suite/Room 
Specific 

PI/Work 
Specific 

Section 1 Section 6 Section 7 (with 
attachments) 

Section 2     

Section 3     

Section 4     

Section 5     



“Smart” Form 
The Basics 
• APHIS/CDC Form 1 or section of the form to be used must be saved before 

information is added 
• Ensure that you have the latest version of Adobe Acrobat before downloading 
 
Smart Form 
• Text boxes and tables will grow as needed 
• Can add additional AROs, Owners/Controllers, PIs 
• Drop down boxes with selections 
• Add additional Sections 6 and 7 and Attachments 

 
Headers 
• Header information changes 

– Sections 1–5 (new registration/amendment/renewal, entity name, date) 
– Section 6 (adds Building/Suite or Room) 
– Section 7 (no Building/Suite or Room, adds PI) 
– Section 7 Attachments (includes PI, adds laboratory safety level for 1-5) 

 



Managing APHIS/CDC Form 1 and changes 

Complete Form 1 for renewal and application 
Individual section(s) of Form 1 for amendments 
Options for organization (version control) 
• Name and save file with date, amendment #, PI name, room #, etc. 
• Modify saved files for future use 
• Maintain separate files 

– Entity-wide information (Sections 1-5) 
– Building/suite or room information (Section 6) 
– PIs  (Section 7), more frequently update PI work objectives, strain/serotype table, 

attachments, etc. 

Records 
• Some amendments only require submission of a cover letter. 
• Partial Sections 3, 4, 7A:  emphasis on receipt of change 
• Entity still must maintain complete records (3 years) 

 
 



Revised APHIS/CDC Form 1 

• Presentation does not include all Form 1 
sections or questions 

• Instructions available in a separate document 
• Will be posted on www.selectagents.gov  

http://www.selectagents.gov/


Section 1 - Entity Information 



Section 1A: Personnel 



Section 2: 
RO Certification of Personnel and Facility Activities 

• New section 
• RO certifies many of the current Form 1 “check yes” questions  
• RO must complete (not ARO) 
• Submit for:  New application, appointment of new RO, renewal 



Section 3 – Select Agents and Toxins 

• Select agents, toxins, regulated nucleic acids 
– No building/room 
– No PI 

• Drop down boxes with select agent/toxin names 



Section 3 - Possession of BSAT 



Section 3 
Changes to Select Agent and Toxin List 

• Addition of  SARS-CoV, Lujo, Chapare viruses 
• Removal of biological select agents and toxins (BSAT) 
• Taxonomic changes 



Section 3 
Changes to Select Agent and Toxin List 

• Highly Pathogenic Avian Influenza has been updated to Avian 
influenza virus on the USDA Select Agent and Toxin List 
 

• All Avian influenza virus strains are considered select agents 
unless proven to be low pathogenic Avian influenza virus 
 

 
 

 



Section 3 
Changes to Select Agent and Toxin List 

• Virulent Newcastle Disease virus has been updated to 
Newcastle Disease virus on the USDA Select Agent and Toxin 
List 
 

• All Newcastle Disease Viruses are select agents unless shown to 
have an intracerebral pathogenicity index (ICPI) less than 0.7 
 

 



Registration of Regulated Nucleic Acids 
(SA GRAM 09/12/12) 

• Viral nucleic acids (+ ss RNA viruses) and recombinant/synthetic 
nucleic acids encoding functional toxin are also regulated as 
“select agents” 

• Entities must register these  
regulated nucleic acids to  
possess, use or transfer  
these select agents 

• To amend registration: 
– Cover letter 
– Section 3 (partial) 
– Section 6 [if new room(s)] 
– Section 7 (describe work) 

 



Section 4:   Personnel  Overview 

• New sections A, B, C based on the individual’s role 
• Tier 1 Access boxes 
• Section 4A: Laboratorians and Animal Care Staff – no major 

change to table, still designate role and supervising PI 
 
 

 
 
• Section 4B: Support Staff roles (e.g., Safety), but no supervising PI  
 

 



Section 4:   Personnel  Overview 

• Section 4C: Unescorted Visitors 
• Typically visiting scientists that have access approval at a different 

entity 
• Not to be confused with escorted visitors for maintenance, 

cleaning, BSC certifications, etc. that are not included on 
registration and will not have access to select agent or toxin 
 

 
  
 

 



Section 4:  4A, 4B, 4C 



Section 5 – Entity-Wide Information 

• All Section 5 questions apply to entity as a whole 
– 5A: Security and Incident Response 
– 5B:  Biosafety 
– 5C:  Entry requirements for Inspections 

• Answer questions to provide entity-wide “big picture”  
– Example:  Section 5A, Question 8 – Does the entity transport select agent 

and/or toxin outside of registered areas?   

• Rationale:  
– To prevent this information from being submitted multiple times for 

multiple PIs 
– To prevent entity-wide information from being submitted when changes 

to this information are not requested 



Section 5A - Entity-Wide Security & Incident Response 



Section 5A - Entity-Wide Security & Incident Response 



Section 5B - Entity-Wide Biosafety 



Section 5C – Entry Requirements for Federal Select Agent 
Program Inspectors 



Section 6 – Building/Suite or Room Information 

• All information in Section 6 (6A and 6B) for each suite/room 
– If all information is identical, multiple suites/rooms can be submitted 

on one Section 6 

• Security information (6A) is organized from outside the 
building working in to the select agent/toxin 

• Physical information (6B) to describe biosafety level and 
features of each laboratory suite/room 

• Storage only – complete 6A and provide floor plan 
• Rationale:  

– To prevent suite/room info from being submitted multiple times for 
multiple PIs when shared 

– To avoid submitting suite/room info when a PI is replaced or updated 



Suite Designations 

• Register suites as appropriate 
• Laboratories and animal holding rooms within 

a suite must have the same biosafety number 
– Example:  BSL3, ABSL3, NIHBL3 
– Not BSL3 and BSL2 

• Section 7A:  Suite Legend at bottom of table for suite 
definition (specific rooms that make up the suite) 



Section 6A – Building and Suite/Room Specific 
Security 



Section 6B – Suite/Room Physical Information 



Section 6B - Safety Levels 
• Should consider the current edition of the Biosafety in 

Microbiological and Biomedical Laboratories (BMBL) 
containment recommendations for each select agent and 
toxin based on the entity’s proposed work objectives. The 
biosafety level of the laboratory where the select agent or 
toxin will be used should be consistent with the BMBL 
guidelines. 
 

• The NIH laboratory safety level should be indicated for 
each laboratory area used for research involving the 
construction and handling of either recombinant DNA 
molecules or organisms and viruses that contain 
recombinant DNA (recombinant DNA as defined in the NIH 
Guidelines) in accordance with recommendations in the 
current edition of the BMBL.  



Section 6B – Suite/Room Physical Information 



Section 7 – PI and Work Information 

• Completed Section 7 (A, B, C and any required 
attachments) for each PI 
– If all information is identical, multiple PIs can be submitted 

on one Section 7 (includes strain/serotype info in 7B) 
 

• Rationale:  
– Each PI provides objectives for select agent/toxin use and 

storage in Section 7A, B, C 
– Specialized work specific information (e.g., animals, rDNA, 

BSL4) in attachments, only complete if relevant 



Section 7A – PI Information and Select Agent/Toxin 
Locations 



Section 7A Example 



Section 7A Example 



Section 7B – 
Strain or 
Serotype Info 

• Separate 
strain/serotype 
information 
from 7A table 

• May submit for 
multiple PIs (if 
applicable) 

• Available in 
Excel format 

SA GRAM 08/17/12 



Section 7C – Description of Work 

• For each select agent/toxin listed, indicate the BSL and objective of work 
including regulated nucleic acids. 

• Multiple select agents/toxins may be listed together if the BSL and 
objective of work are the same.  

• The objective of work should include information or specific aims for the 
work expected to be conducted within the 3 year approval period.   



Section 7C – Description of Work 



Section 7C – Description of Work 



Section 7C – Attachment List 

• Complete for each PI’s work (if applicable): 
– Attachment 1:  Toxins 
– Attachment 2:  Regulated Nucleic Acids, Genetic   

    Modification of BSAT, rDNA/Synthetic  
    DNA, Recombinant/Synthetic Organisms 

– Attachment 3:  Animals 
– Attachment 4:  Plants 
– Attachment 5:  Arthropods 
– Attachment 6:  BSL3-Ag Laboratories 
– Attachment 7:  BSL-4 Laboratories 



Attachment 2 – Work with Regulated Nucleic Acids (NA), 
Genetic Modification of Select Agents or Toxins, 

Recombinant/Synthetic NA, Recombinant/Synthetic Organisms  



Attachment 2 – Work with Regulated Nucleic Acids (NA), 
Genetic Modification of Select Agents or Toxins, 

Recombinant/Synthetic NA, Recombinant/Synthetic Organisms 



Attachment 3 – Work with Animals 

• Additional questions regarding animal procedures, housing, and 
waste stream 



Attachment 5 – Work with Arthropods 

• Information on arthropods not previously collected 
• Questions from Arthropod Containment Guidelines 



Attachment 6 – BSL3Ag Laboratories 



Attachment 6 – BSL3Ag Laboratories 



Instructions for Completion of 
APHIS/CDC Form 1 

• Instructions are a separate document – not part of Form 1 
• Application instructions provide additional information for 

answering the questions 
– Refer to Guidance Documents when appropriate 

• Amendment instructions 
– Updated for new sections and new information 
– Prompt user for other changes that may be associated with the request 

• Document will have links 
– Link from Table of Contents or Amendment Reference Table 
– Amendment instructions link back to application instructions 



Instructions for Completion of 
APHIS/CDC Form 1 

• Partial Sections 3, 4, 7A 
• submit only the requested change(s) to registration 
 

• Contain information regarding policy, ex: 
- Toxins 
- Requesting exclusions 
- Strain/serotype updates 
- When special approvals may be needed (e.g., 1918 influenza 
 virus, agent/toxin used at lower containment level than 
 BMBL recommends, chimeric viruses) 



Request (Cover) Letters 

• Submitted with all amendments and amendment updates 
• Signed by RO/ARO or an email from RO/ARO’s address  
• Detail all application/registration changes to be made 

– All changes to Form 1 requested in letter 
• Examples in Instructions 
 
 





Amendment Example 1 



Amendment Example 2 



Amendments for  
Registered Entities Associated with  

Laboratory Response Network (LRN)  

• Which select agents and toxins to keep on 
registration 
 

• May be able to remove agents/toxins based on 
• Work performed 
• Requirements of state or other 

 



Registered Entities Associated with  
Laboratory Response Network (LRN) 

Entity registered for Tier 1 BSAT – Remains registered 
for Tier 1 BSAT 
 
No change to the registration necessary 
 
Entity must meet Tier 1 requirements by effective date 
(April 3, 2013)   



Registered LRN Entities 

Entity registered for Tier 1 BSAT – Removes Tier 1 BSAT 
 
Cover letter 
• Submit request to remove agents.  Possible addition 

of B. anthracis (Pasteur strain). 
• Disposition of select agents/toxins removed  
• Effective decontamination of suite(s)/room(s) 
 
Updates to Form 1 
• Section 3 
• Section 7 (Section 7A and 7C)  



Registered LRN Entities – Example 

Entity registered for Tier 1 BSAT – Removes Tier 1 BSAT 
 

LRN lab currently registered for Bacillus anthracis, 
Botulinum neurotoxins, Francisella tularensis,  Yersinia 
pestis, Burkholderia mallei, B. pseudomallei, Brucella 
abortus, B. melitensis, and B. suis, but does not wish to 
remain registered for Tier 1 BSAT and does not possess 
the Tier 1 BSAT. 
 

Section 3 updated to: 
• B. anthracis (Pasteur strain) 
• Brucella abortus, B. melitensis, B. suis 



Registered LRN Entities 

Entity registered for Tier 1 BSAT – Removes Tier 1 BSAT 
 
Amendment must be submitted and approved prior to April 3, 
2013 (recommend submission before or during January 2013) 
 
Must destroy/transfer any diagnostic samples positively confirmed 
as Tier 1 BSAT (and any other select agent/toxin not on registration) 
within 7 days 
 
Tier 1 BSAT require immediate reporting followed by a Form 4 
within 7 days 
 



New Definition:  Restricted Experiments (RE) 
• Section 13(b)(1):  Experiments that involve the deliberate 

transfer of, or selection for, a drug resistance trait to select 
agents that are not known to acquire the trait naturally, if such 
acquisition could compromise the control of disease agents in 
humans, veterinary medicine, or agriculture.   

• Section 13(b)(2): Experiments involving the deliberate formation 
of synthetic or recombinant nucleic acids containing genes for 
the biosynthesis of select toxins lethal for vertebrates at an 
LD[50]< 100 ng/kg body weight. 

 
Effective December 4, 2012:   Approval needed to 
conduct RE as defined above, as well as to possess 
product resulting from any RE [as defined in Section 
13(a)]. 



Prior Approval for Restricted Experiments 
Effective December 4, 2012, an entity must submit a written 
request to conduct a restricted experiment (new definition) or 
possess the product resulting from an RE.  
 
If the request is approved by the Federal Select Agent Program, 
the entity must submit an amendment to their registration. 
• Cover letter: approval for RE (new definition), or approval for product of 

RE 
• Section 7: update PI’s work objectives, check yes for Attach 2 
• Attachment 2: complete question(s) regarding RE and/or products of RE, 

describe work objectives 
• Additional information as requested by the Federal Select Agent Program   



Restricted Experiments with Select Agents Requiring Federal 
Select Agent Program Approval Section 13(b)(1) 

  Prior to 2/7/2003 
2/7/2003 – 
12/3/2012 

12/4/2012 onward 

Creation of drug(1) resistant select 
agent using recombinant technology 

NO YES YES 

Possession and/or use of drug 
resistant select agent that was 

created using recombinant 
technology 

NO NO YES(2) 

Creation of drug resistant select agent 
using passive selection 

NO NO YES 

Possession and/or use of a drug 
resistant select agent that was 
created using passive selection 

NO NO YES(2) 

(1) If such acquisition could compromise the control of disease agents in humans, veterinary medicine, or agriculture. 
(2) For any product of a restricted experiment that is not in the entity's possession prior to 12/4/2012.  If the entity 

possesses the product prior to 12/4/2012, approval under Section 13(b)(1) is not required to continue to possess or 
to use the product. 

 

Drug resistant select agents regardless of the method used to create are subject to Sections 3(c)(3)and 4(c)(3) as select 
agents that have been genetically modified. 



Restricted Experiments with Select Toxins Requiring Federal 
Select Agent Program Approval Section 13(b)(2) 

(1) Lethal for vertebrates at an LD50 < 100 ng/kg body weight 
(2) For any product of a restricted experiment that is not in the entity's possession prior to 12/4/2012.  If the 

entity possesses the product prior to 12/4/2012, approval under Section 13(b)(2) is not required to 
continue to possess or to use the product. 
 

Recombinant and/or synthetic DNA encoding for toxin is subject to Section 3(c)(2). 
 

  Prior to 2/7/2003 
2/7/2003 – 
12/3/2012 

12/4/2012 onward 

Creation of a recombinant  
toxin(1) construct 

NO YES YES 

Possession and/or use of a 
recombinant toxin  construct 

NO NO YES(2) 

Creation of synthetic DNA 
encoding a select toxin 

NO NO YES 

Possession and/or use of 
synthetic DNA encoding a select 

toxin 
NO NO YES(2) 



Select Agent Program Workshop 
 November 2012 

For more information, please contact the Select Agent Program 
 
Telephone:  301-851-3300 (APHIS) or 404-718-2000 (CDC) 
 
E-mail:  ASAP@aphis.usda.gov (APHIS) or lrsat@cdc.gov (CDC) 
 
Web: www.selectagents.gov 
  
 

The findings and conclusions in this report are those of the authors and do  
not necessarily represent the official position of the Select Agent Program. 

 

mailto:ASAP@aphis.usda.gov
mailto:lrsat@cdc.gov
http://www.selectagents.gov/
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